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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1, 3-6, 8, 10, 12, 13, 15, 17-34, and 36 are rejected under rejected under 
35 U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out 
and distinctly claim the subject matter which applicant regards as the invention. 

3. With regards to claims 1, 8, 17, 18, 22, 26, 36 are indefinite and ambiguous 
because of the claim limitation of a space being elastic, porous but non-permeable 
space. The contradiction of porous and non-permeable is the first issue since an 
element is not capable of being both. Therefore the examiner interprets this limitation 
as being a porous space. 

4. With regards to the claims and the limitation of "being a passage not penetrable 
by the cannula" is also unclear since the claim recites a space and then seems to limit 
the claim by stating the space is a filled space or not penetrable by the cannula thus 
making the claim unclear as to whether a space exists or the space is filled with a 
second material with the given characteristics in the claims (which is absent from the 
specification). Therefore the examiner is confused because if the space is filled this 
would cause an issue as to whether there is a passageway. 

5. The examiner would further like to note that the generally material of the claimed 
invention is an elastic material which would be penetrable by a sharp pointed cannula 
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and is once again unclear how the membrane would be able to be impenetrable by a 
cannula if sufficient force was applied to the cannula. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 1,3-6, 8, 10, 12, 13, 15, 17-34, and 36 are rejected under 35 

U.S.C. 103(a) as being unpatentable over Behnke et al. (USPN 5,520,641) in view of 
Paul, JR. (US Pub 20010041872). 

Behnke discloses a membrane-cannula combination for biological applications, 
said combination comprising a cannula (C) for conveying a fluid, a casing (20, 24, 30), 
and a membrane (126) accommodated by said casing and comprising an elastic 
membrane material through which a passage is formed, into which said cannula can be 
inserted, wherein said passage is expanded by inserting the cannula and said 
membrane material presses against the casing, generally perpendicularly relative to the 
passage, and elastically presses against the inserted cannula such that the membrane 
material surrounds the cannula in a seal; wherein e) the passage and the cannula 
exhibit different cross-sectional shapes relative to each other before the cannula is 
inserted and one of the passage or the cannula has an elongated cross-sectional area 
(see figures 1 , 2, 4, 6-9, and entire reference), but fails to disclose the specific shape of 
the openings in the membrane. 
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Paul, Jr discloses a medical fluid flow control membrane that has at least one 
perforation that can have a circle or oval shape (para [0052]). When the seal 
perforation is oval, the membrane will have "an increasing cross section from the first 
seal face to the second seal face" (paragraph [0052]). 

Therefore at the time of the invention it would have been obvious for one of 
ordinary skill in the art to combine the device of Behnke with the teachings of Paul, Jr. 
because Paul, Jr. teaches the added benefit of modifying the shape of the perforation in 
the medical device membrane, so that the perforation in the membrane will have an 
increased cross section as well as other added benefits that were taught by Paul, Jr. 
(Paul Jr. para [0052]). 

The examiner would also like to note that there is case law that further supports 

this rejection based on the obviousness of modifying a device in view of a shape. 

8. Claims 1,3-6, 8, 10, 12, 13, 15, 17-34, and 36 are rejected under 35 

U.S.C. 103(a) as being unpatentable over Ouchi (USPN 6,210,377), and further in view 

of Paul, JR. (US Pub 20010041872). 

Ouchi discloses a membrane-cannula combination for biological applications, 
said combination comprising a cannula for conveying a fluid, a casing (2600); c) and a 
membrane (2721 P, figure 86) accommodated by said casing and comprising an elastic 
membrane material through which a passage is formed, into which said cannula can be 
inserted, wherein said passage is expanded by inserting the cannula and said 
membrane material presses against the casing, generally perpendicularly relative to the 
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passage, and elastically presses against the inserted cannula such that the membrane 
material surrounds the cannula in a seal; wherein the passage and the cannula exhibit 
different cross-sectional shapes relative to each other before the cannula is inserted 
and one of the passage or the cannula has an elongated cross-sectional area (see 
figures 22, 27, 78-88, and Columns 15,16, & 27-29), but fails to disclose the specific 
shape of the openings in the membrane. 

Paul, Jr discloses a medical fluid flow control membrane that has at least one 
perforation that can have a circle or oval shape (para [0052]). When the seal 
perforation is oval, the membrane will have "an increasing cross section from the first 
seal face to the second seal face" (paragraph [0052]). 

Therefore at the time of the invention it would have been obvious for one of 
ordinary skill in the art to combine the device of Ouchi with the teachings of Paul, Jr. 
because Paul, Jr. teaches the added benefit of modifying the shape of the perforation in 
the medical device membrane, so that the perforation will have an increased cross 
section as well as other added benefits (Paul Jr. para [0052]). 

The examiner would also like to note that there is case law that further supports 
this rejection based on the obviousness of modifying a device in view of a shape. 
Response to Arguments 

9. Applicant's arguments with respect to the claims have been considered but are 
not persuasive. 

10. Applicant argues that the membrane comprises an "elastic, porous but non- 
permeable space," which is an ambiguous limitation due to the contradiction of porous 
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and non-permeable as well as the contradiction of a space being non-permeable. Due 
to this issue the examiner interpreted the claims as previously presented and that the 
space was a porous space thus leading to an opening or a hollow space. 

1 1 . With regards to the language of "compressible space not penetrable by a 
cannula formed from porous but non-permeable space" the examiner interpretation is 
much different then applicant's because the elastic material would be capable of being 
pierced by a cannula and thus is unclear how the membrane wouldn't be able to be 
penetrated by the cannula. The examiner would also like to note that the language 
could be interpreted as being fully closed and thus any part of the membrane that 
doesn't have a longitudinal opening would be considered part of the "compressible 
space that is not penetrable" by the cannula. 

12. If applicant would like a telephonic interview in order to expedite the prosecution 
the examiner would be more then happy to arrange a time to do so. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MATTHEW F. DESANTO whose telephone number is 
(571)272-4957. The examiner can normally be reached on Monday-Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick LUCCHESI can be reached on (571) 272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Matthew DeSanto 
April 28, 2008 

/Matthew F DeSanto/ 

Primary Examiner, Art Unit 3763 



